PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
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( Theo céng van sé6 6361/QLD-CL ngay 22/04/2016 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN - GIAY CH. | NGAY ~ DN DE NGHI - AN R s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [Sanofi Winthrop |56 route de Choisy au Bac, |HPF/FR/267/ French National Agency |Sanofi Aventis [D& nghi cung cap Site Master File theo mau ctia PIC/s hodc
Industrie - 60205, France 15 »» |for Medicine and Health |Viét Nam EU-GMP hodc bién ban kiém tra (phan hanh chinh va két
Compiegne § Products Safety (ANSM) luan) hodc CPP va MA lwu hanh tai Viét Nam thé hién rd
~ céc dang bao ché cu thé trong pham vi dugc chirng nhan
§ d6i véi cac dang bao ché ran khac (khang sinh B-lactam)
e hodc céc thudc thong thudng dang vién nén.
2 |PT. Pertiwi Agung [JI. DDN, Desa Sukadanau, [PW.01.02.33| w1 [Indonesia National Cong ty CPDP Tai liéu ndp khéng phai la Gidy chirng nhan GMP, dé nghi
Cikarang Barat, Kabupaten (1.10.15.466 8 Agency for Drug and Vipharco cung cap Gidy chirng nhan GMP do co quan thdm quyén
Bekasi- Indonesia 2 S [Food Control Indonesia cap cho céng ty phu hop véi van ban sé
N PW.01.02.331.10.15.4662.
3 [Merck KGaA & Co. [Hoesslgasse 20, 9800 INS-480021- Austrian Federal Office |[VPBD Merck Khéng déng y b6 sung dang vién nén bao do co s& san
Werk Spittal Spittal an der Drau, 0028-001 S, |for Safety in Health Care |KGaA Xuat c6 thé san xuat vién nén ma khéng san xuat duoc
Austria (8/10) 8 vién nén bao phim. Yéu ciu cung cép tai liéu chirng minh
§ (SMF, Bién ban kiém tra GMP hodc Gidy chirng nhan CPP +
< MA do Cuc Quan ly Dugc cap) dé chirng minh.
4 (Laboratorio Ernesto de las Carreras 20132014 National Administration |Congty CP dwoc [Dé nghi cung cap Site Master File theo mau ctia PIC/s hodc
Varifarma S.A. 2469/71 at the corner of | 00151715 of Drugs, Food and pham Duy Tan  [bién ban ki€ém tra (phan hanh chinh va két luan) thé hién
uruguay No 3688 (Zip L2 |Medical Devices, ré dia chi cla tirng dia diém san xuat cac dang bao ché
Code B1643AVK), of the 8 Argentina (ANMAT) trong gidy chirng nhan.
city of Beccar, Province g
Buenos Aires, Argentina S
Republic.
5 |Laboratorios Tabare 1641/45/47 (Zip  |20132014 National Administration [Laboratorios H6 so d3 nodp |a gidy xac nhan cho xuat khau cho nhiéu dia
Internacional Code 1437), of the 001403 15 of Drugs, Foods and Recalcine S.A.  |diém khéc nhau, khdng phai 13 gidy chirng nhan GMP
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dugc cdp cho co s& san xuat, khéng thé hién thoi gian
kiém tra. Dé nghi cung cip gidy chirng nhan GMP tai nudc
s& tai.
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Madero 148/60/64/66/74
(Zip Code 1408), of the
Autonomous City of
Buenos Aires, Argentina
S
N
Av. 12 de Octubre 4444, 3
Quilmes (Zip code 1879), S
Province of Buenos Aires,
Argentina
Calle No.8 Esquina No.7,
Locality Parque Industrial
Pilar, Pilar (Zip code 1629),
Province of Buenos Aires,
Argentina
6 |Hetero Labs Ltd., |Unit-VI, APIIC Formulation |14/02080-10 Norwegian Medicines VPDD Novartis [CAng ty cung cdp CPP dé nghi bé sung "vién nén bao
SEZ, S.N0.410&411 Agency (NOMA) (Singapore) phim": CPP dwoc cap trwdc thoi gian ki€ém tra GMP nén
Polepally Village, Jadcherla S khdng cé gia tri. D& nghi cung cap bién ban kiém tra GMP
(Mandal), Mahaboobnagar 8 (phan hanh chinh va két luan) hodc CPP/ EU cap sau ngay
(District) Pin-509301, g 06/10/2014 dé chirng minh.
Andhra Pradesh, India S
7 |Apotex INC Head office, 150 Signet 100375-A »» |Health Products and Paradigm Pham vi chirng nhan khong cé qua trinh déng goi, khéng la
Drive, Toronto, On, S |Food Branch Pharmaceuticals |toan bé cdng doan san xuat. Dé nghi cdng ty cung cap cac
Canada, M9L 1T9 % Inspectorate (HPFBI), Inc tai liéu chirng minh sdn pham cé toan bd cac cong doan
§ Canada san xuat déu dat GMP - Canada.
—

Danh sach co s& phai Gidi trinh

Trang2/3

bot 39



TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI 2 P, . R
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BG NOI DUNG CAN BO SUNG GIAI TRINH
8 |Norton Healthcare|Aston Lane North, 16-0401 Ministry of Health, Céng ty CP Dugc |Gidy chirng nhan CPP khéng ghi thdi han ¢ hiéu lyc. Cuc
Limited T/A lvax |Whitehouse Vale Welfare and Sport, pham Duy Tan [Quan ly Dwoc tam cdng bé tai danh sach co s& san xuat
Pharmaceuticals [Industrial Estate, Preston Netherlands thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
UK Brook, Runcorn, Cheshire, © thang ké tir ngay cong bd, dé nghi cdng ty cung cap cac tai
WA7 3FA, United Kingdom S liéu Iam cdn c&r dé xac dinh thoi han cé hiéu lvc cia GCN
S nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan
% hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai
~ co s& san xuat san pham dé nghj cong bd). Néu qua thoi
han trén, Cuc Quan ly Duoc s& rut co s& san xuat khoi
danh sach.
9 |Kyongbo 174, Sirok-ro, Asan-si, 2015-G1- Daejeon Regional Food &(Il Hwa Co. Ltd Gidy chirng nhan GMP khéng thé hién thoi han hiéu luc,
Pharmaceutical Chungcheongnam-do, 2181 Drug Administration Cuc Quan ly Dugc cdng bd tai danh séch co s& sdn xuat
Co., Ltd Korea thuéc dat tiéu chuan PIC/S-GMP véi thoi han hiéu lyc tam
" thoi 13 12 thang ké tir ngay cap. Dong thoi trong thoi gian
§ nay, dé nghi céng ty bd sung: hodc Gidy chirng nhdn GMP
> theo biéu mau "Cetificate of GMP Compliance of a
g Manufacturer", hodc bdo cdo thanh tra hay bién ban kiém
« tra [an gan nhat (phan ndi dung hanh chinh va két luan) dé
c6 can cr xac dinh thoi han hiéu lyc chinh xac cta Gidy
chirng nhan
10 |UNITHER Zone Industrielle le HPF/FR/260/ National Agency for the |Aspen D@ nghij cung cap Site Master File theo mau clia PIC/s hodc
INDUSTRIES - Malcourlet, GANNAT, 2015 2 |Safety of Medicine and [Pharmacare EU-GMP hodc bién ban kiém tra (phan hanh chinh va két
GANNAT 03800, France 8 Health Products (ANSM), |Australia Pty Ltd.[ludn) hodc CPP va MA lwu hanh tai Viét Nam thé hién rd
E France cac dang bao ché cu thé trong pham vi dugc chirng nhan
0 d6i véi cac thudc bao ché dang ran khac.
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